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DETAILED ACTION 

The rejection under section 112, first paragraph is withdrawn in view of the 
amendments deleting prevention from the method claims. 



The rejection under section 112, second paragraph is maintained in part below: 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification slnall conclude witln one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-1 19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 61 was rejected since the claim recited that the PHG group is "derived" 
from the listed groups. Applicant's amended the claim to delete the term "derived". 
However, the structure of the compounds is still indefinite since it is unclear how the 
PHG groups are bound to the XYZ-C(O) group. Therefore the structure of the PHG 
group remains unclear. 

Claim 61 indicates that p is from 1 to 3. However, it is unclear how p can be 3 in 
the case of where PHG is defined as phospholipid or a lysophospholipd, where, in those 
cases, at least 1 -OH group would be occupied by a phosphate group. Applicants 
respond that this is permissible. However, the claim still does not clarify how p can 
exceed the available places where the PHG can bind to glycerol. 
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The following is a new ground of rejection: X^, X^, X"* , in claims 92-95, or at least 
one cis double bond in claim 96 in claims lack antecedent basis in claim 87. 



The claims have been clarified such that the proviso now states that Z is a C1-C6 
alkyi group when Y is S and PHG is a phosphatidylethanolamine phospholipid or 
phosphatidylethanolamine lysophospholipid. However, in view of this amendment, the 
following is a new ground of rejection under section 112, first paragraph: 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of the invention, and of the manner and process of 
mal<ing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 61 -82, 84-96, 98-1 01,116-119 are rejected under 35 U.S.C. 1 1 2, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The claims include the proviso: wherein Z is a C1-C6 alkyI group when Y is S 
and PHG is a phosphatidylethanolamine phospholipid or phosphatidylethanolamine 
lysophospholipid. 
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However, the specification does not include this sub-genus of compounds and 

thus the specification does not show that the inventor were in possession of this sub- 
genus. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 61-64, 67, 84 and 86 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ruoxin et al. Sulfur-substituted Phosphatidylethanolamines. J.Org.Chem. 
1993, 58, 1952-1954. 

The instant claims are drawn to a lipid compound of formula (I) (XYZ-C=0)p-PHG 
with substituents as defined therein, a combination of a liposome and a compound of 
formula (I), a method for the production of a lipid compound of formula (I), a cosmetic 
formulation comprising a lipid compound of formula (I), a method of making the 
compound of formula (I), a pharmaceutical composition comprising a compound of 
formula (I) and a method of treating a plurality of disorders selected from, inter alia, 
Syndrome X, obesity, comprising administering to a subject in need thereof an effective 
amount of a compound of formula (I) or a pharmaceutically acceptable salt thereof. 
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Ruoxin et al. teach sulfur-substituted pliospliatidyletlianolannines of tine formula 
1 1 (see page1952) and the synthesis routes to make the diacylglycerol-suifur-containing 
phosphatidylethanolamines (ppl 952-1 954). 

Ruoxin et al. teachest the following compound: 




The rejection under section 102 over Ruoxin is maintained, since the PHG in 
Ruoxin is phosphatidylcholine, and outside of the proviso that Z is a C1-C6 alkyi group 
when Y is S and PHG is a phosphatidvlethanolamine phospholipid or 
phosphatidvlethanolamine Ivsophospholipid . should this proviso stand as supported in 

the specification. 



The rejection under section over Lehninger is withdrawn. 
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Claims 65, 66, 80 and 81 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Runquist et al., Biochimica et Biophysica Acta, Biomembranes (1988), 
940(1), 10-2 (Runquist). 

Runquist teaches the following compound: 



pH 




See attached CAS online citation 1988:524492 [retrieved 17 November 2008] 
from STN; Columbus, OH, USA. 

The rejection under section 102 over Runquist is maintained, since the PHG in 
Runquist is phosphatidylcholine, and outside of the proviso that Z is a C1-C6 alkyi group 
when Y is S and PHG is a phosphatidvlethanolamine phospholipid or 
phosphatidvlethanolamine Ivsophospholipid . should this proviso stand as supported in 
the specification. 

The rejection to claims 89 and 90 over 2000030444 is withdrawn, but now 
applied to claims 1, 87, 88, 94-96: 
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Claim 1, 87, 88, 94-96 are rejected under 35 U.S.C. 102(b) as being anticipated 
by WO 2000030444. 

WO 2000030444 teaches the following compound: 



PAGE 1-A 




PAGE 1-E 



See attached CAS online citation 133:22412 [retrieved 17 November 2008] from 
STN; Columbus, OH, USA. 

WO 2000030444 teaches the recited compounds when PHG is a diacylglycerol. 



The double patenting rejection remains outstanding: 
The double patenting rejection remains pending: 



Provisional Obviousness Double Patenting Rejection 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected In the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim Is not patentably distinct 
from the reference claim(s) because the examined application claim Is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
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1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

The provisional rejection of claims 61- 67 and 71-119 is maintained on the 
grounds of nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1,9,13,20-23,32,33,39-44 and 48 of copending Application No. 10/484855 
(US2004/0219202). Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the instant lipid compound of formula (I) is 
the same as the copending application's lipid compound when the instant substituents 
of formula (I) match. Illustratively, when X=C6-C24 containing one or more double bonds; 
Y= O or CH2, Z=Ci-io alkyi group; PHG=polar head group and the use of said lipid 
compound for the treatment of a disorder. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karl J. Puttlitz whose telephone number is (571) 272- 
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0645. The examiner can normally be reached on Monday to Friday from 9 a.m. to 5 

p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Daniel Sullivan, can be reached at telephone number (571 ) 272-0779. The 
fax phone number for the organization where this application or proceeding is assigned 
is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Karl J. Puttlitz/ 

Primary Examiner, Art Unit 1621 



